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Detailed Action 

This office action is a response to applicant's amendment and arguments 
submitted May 13, 2008 wlierein claims 1-13 are cancelled and new claims 14-29 are 
introduced. This application is a national stage application of PCT/US04/23099, filed 
July 16, 2004, which Is a continuation In part of US application 10/621027, filed July 16, 
2003, currently allowed, which is a continuation in part of international application 
PCT/US02/01276, filed January 15, 2002, which claims benefit of provisional application 
60/261 91 1 , filed January 1 6, 2001 . 

Claims 14-29 pending in this application. 

Claims 14-29 as amended are examined on the merits herein. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 5,11, and 1 2 under 35 USC 1 1 2, first paragraph, for lacking enablement 
for compositions comprising any anticancer antibody whatsoever, has been fully 
considered and found to be persuasive to remove the rejection as the rejected claims 
are cancelled and the new claims limit the scope to certain specific anticancer 
antibodies. Therefore the rejection is withdrawn. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 1 , 2, 5, and 9 under 35 USC 112, first paragraph, for lacking enablement 
for compositions comprising any chemotherapeutic agent whatsoever, has been fully 
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considered and found to be persuasive to remove the rejection as the rejected claims 
are cancelled. Therefore the rejection is withdrawn. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 1 -1 3 under 35 (JSC 1 02(b) or 1 03(a) as being anticipated by or obvious 
over Yan et al., has been fully considered and found to be persuasive to remove the 
rejection as the rejected claims have been cancelled. Therefore the rejection is 
withdrawn. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 1 -1 3 under 35 USC 1 02(b) or 1 03(a) as being anticipated by or obvious 
over Herlyn et al., has been fully considered and found to be persuasive to remove the 
rejection as the rejected claims have been cancelled and the new claims require side 
chains having two or more saccharide units with beta 1,3 linkages, which excludes 
lentinan. Therefore the rejection is withdrawn. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 1 -1 3 under 35 USC 1 02(b) or 1 03(a) as being anticipated by or obvious 
over Suzuki et al., has been fully considered and found to be persuasive to remove the 
rejection as the rejected claims have been cancelled and the new claims require side 
chains having two or more saccharide units with beta 1 ,3 linkages, which excludes 
lentinan. Therefore the rejection is withdrawn. 
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Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 1-7 and 9 under 35 USC 102(b) or 103(a) as being anticipated by or 
obvious over Jamas et al., has been fully considered and found to be persuasive to 
remove the rejection as the rejected claims have been cancelled and the new claims 
require an antitumor antibody. Therefore the rejection is withdrawn. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
Instant claims 1 -1 3 under the doctrine of obviousness-type double patenting for claiming 
the same Invention as claim 193 of US application 10/621027, has been fully 
considered and found to be persuasive to remove the rejection as the rejected claims 
have been cancelled and the new claims require a specific structure for the beta glucan 
not found in 10/621027. Therefore the rejection is withdrawn. 

Applicant's amendment, submitted May 13, 2008, with respect to the rejection of 
instant claims 1, 3, and 8 under the doctrine of obviousness-type double patenting for 

claiming the same Invention as claim 11 of US application 1 1/334763, has been fully 
considered and found to be persuasive to remove the rejection as the rejected claims 
have been cancelled and the new claims require a composition further comprising an 
antibody. Therefore the rejection is withdrawn. 
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Applicant's amendment, submitted May 13, 2008, necessitates the following new 
grounds of rejection: 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 18 and 26 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. These claims recite chemical structures having 
variables m and n which are not defined in the claims or the specification. In the 
absence of any definition, one skilled in the art could not tell what values these variables 
could take, rendering the claims indefinite. 

Because Applicant's amendment necessitated this new ground of rejection the 
rejection is made FINAL. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 14-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yan et al. (Reference of record in previous action) in view of Donzis et al. (US patent 
5519009, cited in PTO-892) 
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Yan et al. discloses a yeast-derived beta-glucan composition (denoted as SZPg) 
capable of producing a synergistic complement-mediated antitumor effect in a mouse 
xenograft model of breast cancer (p. 304, right column) in combination with antitumor 
antibodies, (p. 3048, left column and figure 3) The beta-glucan has a 1,3-linked 
backbone and is branched with 1,6-linked side chains, (p. 3045, left column, first 
paragraph) and is obtained from yeast, (zymosan) It has a molecular weight of about 
10000 kDa. (p. 3046, left column, last paragraph) On p. 1 1, lines 9-12 of the instant 
specification, "high molecular weight" is defines as being at least 10000 daltons . 
Therefore the SZP of Yan et al. is high molecular weight as described in the instant 
claims. The structures of claims 18 and 26 are essentially the same structures as those 
described by Yan et al., namely a beta 1-3 glucan backbone with 1 ,3 glucan side chains 
attached by 1 ,6 linkages, and the two glucans are reasonably expected to have the 
same biological effects by virtue of their identical structure. The combination therapy 
led to a synergistic effect producing more than additive results in the mice. It is 
explained that the normal antitumor effect of beta-glucans is only present in specific 
strains of mice having appropriate antibodies toward the tumor, and that the addition of 
exogenous antitumor antibodies can restore this activity in cases in which beta-glucan 
monotherapy is ineffective, (p. 3050, under the heading Discussion) Anti-GD2 
antibodies are cited as a specific example, (p. 3050, right column, first paragraph) Note 
that the claimed composition is described in the base claim 1 as a composition 
"comprising an appropriate amount of carbohydrates." While dependent claims such as 
5, 8, and 1 1-13 define the substance that can be enhanced by the beta-glucan, these 
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claims are worded in sucli a way tlnat tliey do not actually require the substance to be 
present in the composition, so long as the composition could theoretically enhance said 
substance if they were co-administered. Therefore the zymosan polysaccharide 
described by Yan et al. is identical to the carbohydrate described in the instant claims. 
Any properties exhibited by or benefits provided the composition are inherent and are 
not given patentable weight over the prior art. A chemical composition and its 
properties are inseparable. Therefore, if the prior art teaches the identical chemical 
structure, the properties Applicant discloses and/or claims are necessarily present. See 
In re Spada, 911 F.2d 705, 709, 15 USPQ 1655, 1658 (Fed. Cir. 1990). See MPEP 
21 12.01 . Yan et al. does not disclose a composition containing both a beta glucan and 
an antibody. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to prepare a pharmaceutical composition comprising both a beta-glucan and 
one of the antibodies of Yan et al. One of ordinary skill in the art would have been 
motivated to produce a pharmaceutical composition comprising a beta-glucan and an 
antibody because the method of Yan et al. comprises concurrently administering both of 
these active ingredients to a subject. One of ordinary skill in the art would reasonably 
have expected success in combining the ingredients because the prior art explicitly 
suggests administering them at the same time to the same subject. Combining two 
prior art active agents known to be useful when co-administered is well within the 
ordinary and routine level of skill in the art. 
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With respect to the term "orally administered," the glucans of Yan et al. fulfill this 
limitation because they are suitable to be administered orally, even if this property is not 
explicitly disclosed by Yan et al. However, assuming for the sake of argument that the 
compositions used by Yan et al. are not orally administrable, making orally 
administrable compositions would be obvious to one of ordinary skill in the art in view of 
Donzis et al. 

Donzis et al. discloses a solubilized glucan composition, (column 1 lines 28-33) 
This composition can be administered orally to a subject, (column 1 lines 34-40) Beta 
glucans that can be prepared in this manner preferably include yeast cell wall beta 
glucans. (column 1 lines 60-67) The glucans are solubilized in a solution of sorbitol, 
(column 2 lines 1-27) It is noted that this patent is referenced on p. 12, line 21 of the 
instant specification as being a method of producing a soluble yeast glucan suitable for 
oral administration. Therefore the glucans certainly fall within the limitations recited in 
instant claim 14. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use yeast beta glucans having been solubilized and prepared for oral 
administration by the method of Donzis et al. in the method of Yan et al. One of 
ordinary skill in the art would have been motivated to prepare the glucans in this manner 
because Donzis et al. already discloses that the method can be used to make orally 
administrable pharmaceutical preparations of glucan. One of ordinary skill in the art 
would reasonably have expected success because preparing a known pharmaceutical 
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agent for administration by a well known pathway, for example oral administration, is 
well within the ordinary and routine level of skill in the art. 

Therefore the invention taken as a whole is prima faice obvious. 

Response to arguments : Applicant's arguments, submitted May 13, 2008, have 
been fully considered as they relate to this ground for ejection and not found to be 
persuasive to remove the rejection. Applicant argues that there would be no 
expectation in the prior art for the oral administration of beta glucans to be successful at 
enhancing the effect of antibodies. However, determining the optimal route of 
administration of a known therapeutic agent is, as discussed above, a completely 
routine procedure that would not present any difficulty to one of ordinary skill in the art. 
Such experimentation would be undertaken as a matter of course in the development of 
any therapeutic agent for which oral administration would be desired. Therefore the 
rejection is deemed proper and maintained. 

Because Applicant's amendment necessitated this new ground of rejection the 
rejection is made FINAL. 

Conclusion 

No claims are allowed in this application. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric S. Olson whose telephone number is 571-272- 
9051 . The examiner can normally be reached on Monday-Friday, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Anna Jiang can be reached on (571)272-0627. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Eric S Olson/ 
Examiner, Art Unit 1623 
8/5/2008 

/Shaojia Anna Jiang, Ph.D./ 

Supervisory Patent Examiner, Art Unit 1623 



